
A ven tis Pharmaceuticals ’ 

Navcmber 2,ZOOl. 

Dockets Mamgemenl: Rmch (HFA-305) 
Food, and. Drug Adm.in.i.stratiorr. 
5638 Fi.sher~ Lane, Room 1.061. 
lbckvi.ll.c, MD 20852 

Re: Dnclud No. 011)~0368 
Draft Gu.i,d.an.ce fir Industry: Submitting Marketing Appl,ications Accord.@ to the 
JCWCTD Format; General Con.sid.erati.ons [6GFR 464.64, September 5, 2001. ] 

Dea.r Sir/Ms.d.am,: 

Aventis Pl~.a.rmaceu.tical.s and. Avcntis B&ring together wou.ld. I.iLe to thank you. for he 
opportun.i,ty to comment on t1’1.~ above-referen.ced. Dra.13; @id.an.ce for h.du.st’ enWed 
“Sihmitti n.g Markethg Appl.i.cal;iom According to the ICI*CTD F0rma.t; Gmeral. 
Considerations”. The d.ocu.m.en.r: pmvi.des som.e general. inhm.ati.on. 017. fh.e organization 
and. format of t&e Comm.on Te&ni.cal Docu,m.eni; (CTD) BS we1.f. a.s recnmm.en.da~ti.ons for 
com,pleting m.od.u.f.e I, which con.tain.s a,dm.in.istral;i.ve and prescribing information. specifi.c 
to e&h rsgnl.asory authority. We offer the folhwing cnmmen.ts/cZa,ri~.ca.ti.on. f& your 

consid,era.tion.. 



. 

Are tab icienti.fi.ers required. for Appen.d,ix 1. and. al.1 sub appmdkes, i.e. kppembx l..l., 
Appendi.x l.2, or are they req,uired, just for the hi.gh I,evel., Le, Appen.d.ix l, Appen.d,ix 27 

Page 7 - 2”d paragraph 

We support the strsam.1i.ni.n.g of 1% mdlor ISS information, into the CTD summa~ties and 
overview. As m.enti,nn.ed. i,n. tb.e dra.ft gu.id.mce, tJ2e genera.l rule sbou.l,d be tlsat a separate 
ISE and/or ISS n-my n.ot be n.eed.ed si.nce all tb.e i.nfom.a.ti,on, can. be i,molrlJornted in.to the 
CT13 summ,ties and, overview. IIowercrP the in.clu.sion. of ISE an.d/or ISS i.a Mod.uJ.e 
5.3.5.3 in.trad,uces a. region,a,l.iza,tion i.n. Mad.ule 5. Xl; wou1.d. al.so introd.uce a smmmy-level. 
documentation in, Mod.ul.e 5, which. is cl.ea.rJ,y n.ot lh.e intenti.on. of the CID slmicture. WE 
would. l.ilce to slress that o.ny tegi.ona.l specifk in.fome.ti,on. Le. the ISS and/or ISE, slo.ou.ld 
he included in Mod.uJ,e 1 a.n.d. nat in Mndule 5. 

. . 

As it i.s mentioned. i.n. the d.raft gui,dan.ce tha,t a,ny CRF should. be i.ncl.u.d.ed. as separate 
d,ocumea~s, we u.nd.erstand, that in. the paper paradi@n. it sh.mld he 5eparaWd. by tab 
id.an.tifi,ets. 

Page 8 - 4”h paragraph, 3r’ senteme 
‘As witJr tile CRFs, tJw CRTs slzould be wgarzized by SIN~JJI. " 

As wi.th th.e ClUs, we mderstand that in. the pa,per paradigm the CRTs wi1.1. lx separated. 
by tab i.d.entifiew. a 

Page 2 of 3 



wJ1nri .r.““4, vu4 

i 

R. Qrga.a.fzlng lhxumcnl:s 
Page 8 - I,” paragmph, lsf seatence 

It would. be hel.pfj.d, fir al,1 literature references, to dwctibe 11ow the tab icienti.fier shou1.d. 
be n.am.ed, c.g, by author n.am.es, abbreviated. t.itl.e, referen.ce number based on Ihe tabk of 
c0n.ten.r. 

V. EL&CTRQNXC SLJBMJ.SST.ON 
Page l.3- 3rd pa,ragaph 

She tlh gu.id.ame refers to the cu~~m.l; CDER md. CRER gu.i.d.an,ces on. app1,ication.s in, 
ekctmnk kma.t, we would. suggest the ~il,1owin.g bu.llet point on revkw &d.s tht ma.y 
accompmy an eleclrcmic sutrrksioa; 
l Fox paper revkw a,i.d,s th.at accompany an. ekctronk shkxhn, tab i.d.entifiers should 

be provi.ded. as specified elsewhers in. this guidmce. 

Final.l.y, with regard. to the terminology, several. tsrms we used i,nterchmgeably 
tfxou,&ou.t this d~c~xmmt for tab id.mtj fi.ers (i..e. tab i.d.entif.crs, tab d,i.viders). It wou1.d be 
helpfill. i.f terns cou1.d bE used. con.sk4,enfl.y, 

On beh.a.l.f of Aven.tis Plmmaceuti.ca.fs and, Avea.ti.s l3eh.ri.n.g we appreciate rhe opportunity 
to comm.ent on “Su1mittin.g JM,adceti.ng Applkati.ons Accord& to lhe ICE’C’x7> Formt; 
GeneraI Consid~erations” and thnmlc you for your consid,era,ti.on.. 

Simerely, 

Steve Ca,ffc, MD 
. Vice Prcsi.d.en.t, Head GUMS - North Amerh 

Global Regula.tory Appxovafs and. M.as1sdn.g Support 



FAX 

Route 202-206, P.O. Box 6800, Bridgewalw, NJ 088074800, USA 

~Dhone: (3111.1 R27-h87fI 
CC: 

I N~mlxr of pa.ges includhg c~vrzr shoes.: 

Fram: .Jtdde IW~h1e 

Ptl.iXW: (90s) 23 I.-2228 

Faxphone: (908) 23 I.-3265 

Dear Sk/Madam. : 

Attached please fhd. co~m,.n.en.~:s regard.ing “Guidan.ce fcx h.d,u.stry : Submitthg Mar1hn.g 
Applicxtibns According to the ICH/CTD Fmma,~; Gen.era.J. Con.si.d.erati.ons [dGFR 4-64.64, 
September 5,200 I ]. ~ 

Sh.owJ.d. you ha.ve any questkms, pIeme ca.11. m.e at your con.ven.ien.ce. 

Regards, 


